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2.0 PROCFI Cl ENCY TESTI NG PROGRAM | NTERI M STANDARDS

For the period beginning with adoption of these standards by
NELAC and endi ng Septenber 30, 1998, all NELAP-approved
primary accrediting authorities shall accept data from
proficiency testing prograns that neet the requirenents of

AceredtrtingPrimary accrediting authorities may rely on the
current | aboratory performance eval uation studi es conducted

by EPA. These include: the Water Supply (W5) Study,
conducted twi ce annually; the Water Pollution (WP) study,
conducted tw ce annually; and the D scharge Monitoring
Report Quality Assurance (DVRQA), conducted once annually.
Alternatively, primary accrediting authorities may rely on
ot her sources for performance eval uation studies (such as

2.1 | NTRCDUCTI ON, SCOPE, AND APPLI CABI LI TY

This chapter and the associ ated appendi ces define the major
participating organi zati ons and conponents of the NELAC

standard are considered to be default requirenents, and
shal | be used in the absence of specific EPA program
er+ter+a requlations. |If they conflict with any docunented
EPA program eri+ter+a_requl ations, the program ert+teria
regul ati ons shal |l have precedence.

Proficiency Testing (PT) is defined for the purpose of this

determ ning accreditation status. Additional essenti al
el emrents of the overall NELAC accreditation process,

i ncl udi ng the taberatory—autit on-site assessnent, are

di scussed in other chapters of the NELAC standards.

2.1.1 Purpose

The PT programincorporates several practical purposes,
whi ch i ncl ude:

b) Coe
possible. It is further expected that the PT sanples
w il be representative of materials analyzed for

envi ronnent al regul atory prograns, agencies, and
comuni ti es;
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e) Coe e
for analysis by a Drinking Water or \Wastewater nethod
woul d pose equal chal |l enge whet her prepared as whol e
vol unme or eoneentrated _as a concentrate in anpul es.

2.1.3 PT fields of testing
The PT programis organized by PT fields of testing.
defihe'PT fields of testing:

a) Regul atory or environnental programas listed in
Chapter 1,

b) Matrix_type (e.g. gas. agqueous |liguid. nonagueous

ligquid, solid and

2.2 MAJOR PT GROUPS AND THEI R RESPONSI BI LI TI ES

The PT program structure incorporates five major groups with
separate and distinct roles and responsibilities. The
groups are NELAC, the Proficiency Testing Oversight Body
(PTOB), the PT Providers, the testing | aboratories, and the
primary Accrediting Authorities (AA).

2.2.1 NELAC and NELAP

responstbe—tor—atini-stering—the—NELAC s the Standards
Setting Authority (SSA) which is resgon5|ble f or
adm ni stering the NELAP PT program

2.2.2 PT Study Providers

The providers shall produce and distribute PT sanples,
eval uate study results agai nst published perfornmance
criteria, and report the results to the | aboratories, the
respective prinmary Accrediting Authorities, :

2.2.4 Laboratories

Laboratories that seek to becone accredited by—NEEAP shal
perform anal yses .
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2.2.5 Accrediting Authorities (AA

. . . o
'“GISE?EGS of tre E""ﬁg'g“s “m'F“ frot-d p?'“&'? Acefedtg
The primary accrediting authorities shall make all decisions
regarding a | aboratory’'s accreditation status. They are
responsi ble for taking action to nmake these determ nations

including ensuring that |aboratories seeking or holding
their accreditations are participating in the PT program

2.3.2.1 Sanpl e Anal ytes

The PT Provider shall prepare each sanple |lot such that the

target concentration of each analyte in each |ot is unique.

The required group of analytes in each sanple covering each

field of testing shall be determ ned by NELAC and shall be

eval uated and updated annual ly, as necessary. For—a—gitveft
— Wthin each study, a certain

m ni mum nunber of anal ytes shall be present. The group of

anal ytes included shall change over tine so that al

anal ytes are eventdatty included at | east once every three

vears over a series of sequential studies.

2.3.6 Disapproval of PT Study Providers

A PT Provider’s approval may be subjected to revocation per
the procedures outllned in Appendlx A, Section A 9.2 shat+

2.4 LABORATORY ENROLLMENT | N PROFI Cl ENCY TESTI NG
PROGRAM S)

2.4.1 Required Level of Participation

To be accredited initially and to maintain accreditation,
each | aboratory shall participate in a PT study provided by
a PTOB Approved PT Provider. Laboratories must request
accreditation for a field of testing, as described in
Seettoen—2—1+—4of—thts Chapter 1. Each |aboratory .
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2.4.2 Requesting Accreditation

At the tinme each | aboratory applies for accreditation, it
shall notify the accrediting authority which field of
testing that it chooses to conplete to neet PT requirenents.
For all fields of testing., including those tests for which
PT sanpl es .

2.5 REQU REMENTS FOR LABORATCORY TESTI NG OF PT STUDY
SAMPLES

A | aboratory nust participate in tw PFoB—approved singl e-
blind, single-concentration PT studies provided by a PTOB-

approved PT provider per year for each field of testing for
which it seeks or wants to nmaintain accreditation. The
sanpl es shall be analyzed and the results returned to the PT
study provider no |ater than 36 45 cal endar days from the
tate—of——sanpte—+recetrpt the schedul ed study shi pnent date.
The | aboratory’s nmanagenent and all anal ysts shall ensure
that all PT sanples are handled (i.e., nmanaged, anal yzed,
and reported) in the sane manner as real environnental

sanpl es to—the—extent—possitbie—Thetaboratory —shatt

and—regquency—of—anatysts—+tor—PFsanptes—as—ftor—r+eal
efvrontental—sanptes utilizing the same staff, nethods
procedures, equipnent, facilities, and frequency of
anal ysi s.

2.6 EVALUATI ON OF PROFI Cl ENCY TESTI NG RESULTS

PT study providers shall evaluate results fromall PT
studi es usi ng NELAC- mandat ed acceptance criteria as
described in Appendix C. NELAC shall provide, £ and update
on an annual basis )}, the data acceptance criteria that al
PT study providers shall use for all PT study—data_studies.
Each result will be scored on an acceptabl e/ not acceptabl e
basis. The PT study provider will provide the participant

| aboratories and the primary the accrediting authority—the
PTFOB,—antd—NELEAP— a report showi ng at | east the target
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assi gned val ue, the acceptance range, and the acceptabl e/ not
acceptabl e status for each anal yte for—eaech reported by the
| aboratory parti+etrpant. The report shall be sent no later
than 21 calender days fromthe study closing date. The
providers shal | not disclose specific |aboratory results or
eval uations to any other parties not described in this
section.

2.7 PT CRITERIA FOR LABORATORY ACCREDI TATI ON

The criteria presented in this section and associ ated

Appendi x C are considered to be NELAC defaults that would
apply in the absence of specific eritert+a program
regul ati ons established by the appropriate EPA program

of fi ces. FThe—vartousEPAprogramofitees—+may choose—+to

skt e e Y er) o

2.7.2 Initial and Continuing Accreditation

A | aboratory whieh seeksing accreditation shall successfully
conplete two PT studies for each requested field of testing
within the nost recent three rounds attenpted. Successful
performance is described in Appendix C. Once a | aboratory
has been granted accreditation status, it mnmust continue to
conplete PT studies and maintain a history of at |east two
stecesstul acceptabl e studies out of the nost recent three.
For either initial or continuing accreditation,

2.7.3 Suppl enental Studies

A | aboratory may el ect to eenduct Q=rt|0|gate in PT studies
nore frequently than required .

2.7.5 Second Failed Study

The PT Provider reports |aboratory PT perfornmance results to
the accrediting authority at the sanme tinme that it reports
the results to the laboratory. |If a laboratory fails a
second study out of the npbst recent three, as described
above, the accrediting authority shall take action within 60
days to determne the capability of the |aboratory to neet
accreditation requirenents. The primary accrediting
authority shall review the accreditation status of al

met hods retated—+o—+the for the unacceptable anal yte(s). ++

fat+ed—PTr—was—anatyzed—
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A 2.0 QUALI TY SYSTEM REQUI REMENTS

The manufacturing quality system used by the PT Provider
must neet the requirenents of both |1SO 9001 for the design

feduiréd in Appendi x B of this docunent nust neet the

requi rements of _both | SO Guide 25 General Requirenents for

t he Conpetency of Testing and Calibration Laboratories and
Chapter 5, Quality Systems, of the NELAC standards._—fer—the
gua-ty—ef—testingfaet-ties— The ability to meet the 1SO
9001 quality systemrequirenent may be fulfilled through
registration of the PT Provider’s quality system toby—af
ANS| standards by an RAB accredited registrar. However, af
bi annual on-site inspection by the PTOB denonstrating

conti nui ng conf or manceperforfrance i s required.
A 3.0 PROVI DER FACI LI TI ES AND PERSONNEL

Each Provider is required to have systens in place to
pr oduce,

since it is essential that the confidentiality of the
sanpl es be mai ntained throughout the PT study.__ For the

purposes of this requirenent “control” can nmean ownership or

that the subcontracted service is perforned under an
agreenent which specifically ensures the ability of the

Provider to access and restrict the distribution of
information related to these services.

A 4.0 SAVPLE BESHENEORMULATI ON REVI EW

The PT Provider nmust denonstrate to the PTOB, by the

subm ssion of appropriate data, that the sanple
destgnrfornul ation for which the PT Provider is seeking
approval will permt participating |laboratories to generate
results that fall within the sanple acceptance ranges
establi shed by NELAC or the PTOB and neet the criteria of
the National Standards for Proficiency Testing.
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A 4.1 RELEASE OF | NFORVATI ON

I n support of the above requirenent, the PTOB agrees to
treat all sanple destgnformul ation information submtted to
them for review as the proprietary information of the PT
Provider submtting the information. Such destgnrfornul ation
information shall not be rel eased by the PTOB w thout the
prior witten consent of the PT Provider.

A.50 PROVI DER CONFLI CT- OF- | NTEREST REQUI REMENTS

di scl osure to the PTOB. The disclosure shall include a
description of any action which the Provider has taken or
proposes to take, after consultation with the PTOB, to

A 5.1 BAN ON DI STRI BUTI ON OF SAMPLES

Furtherrore—PT Providers shall not sell, distribute, or
provi de sanples used in the NELAC PT programprior to the
concl usion of the study for which they were designed.
Providers further agree not to sell, distribute, or provide
sanpl es of identical destgnfornulation and concentration to
those sanples which it is currently using in a NELAC study.

A. 6.0 CONFI DENTI ALI TY OF PT STUDY DATA

The PT Provider shall denonstrate to the PTOB that is has
systens in place to ensure that the confidentiality of data
associated wth NELAC PT sanples and prograns i s not
conprom sed. PT Providers shall not rel ease the

Farget-Assi gned Val ue of any sanmple currently being used in a
NELAC PT study_prior to the conclusion of the study. The PT
Provi der al so agrees that the acceptance ranges provided to
them by either NELAC, or the PTOB, are the proprietary
informati on of NELAC_ or the PTOB_ and shall not be

di scl osed by the PT Provider without the witten approval of
t he PTOB.

A 7.0 DATA REVI EW AND EVALUATI ON

The NELAP aApproved PTOB will review the data fromevery PT
Provider s studiesy to ensure that acceptance limts used to
eval uate | aboratories are consistent with national standards
as established by NELAC. The PTOB will also evaluate the
performance of the PT Providers by nonitoring and reporting._
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to both the Providers_and NELAC the pass/fail rates of al
Providers on all sanples tested. The PTOB is required to
i nvestigate any PT Provider whose pass/fail rate is
statistically different fromthe national average.

A 8.0 COVPLAI NTS & CORRECTI VE ACTI ON

Witten conplaints received by the PT Provider regarding

technical or procedural aspects of the studies they
conduct thet+—performance—+n—theNELAPPTFprogram nust be

submtted to the PTOB wthin seven days fromreceipt of the
conplaint by the PT Provider. The PT Provider shall resolve
the conplaint to the satisfaction of the PTOB within 30 days
fromthe date received by the PTOB. The PTOB is the sole

j udge of the adequacy of the corrective action taken by the
PT Provider. —+t+—+stheresponstbitty—of—Ithe PTOB willte
provi de NELAP wi th an annual sunmary of all PT Provider
conplaints received during the prior year

A 9.0 LOSS OF PROVI DER APPROVAL

PT Providers who fail to neet the requirenents of these

st andar dsi-s—appentdix—or—those—ef—AppentdixB— may be subj ect
to loss of their approval as a NELAC PT Provider. Providers
may | ose approval to provide individual sanple sets based
upon review of PT study data by the PTOB as required in
Appendi x A Section A 7. Simlarly, PT Providers who fail to
meet the requirenents of Appendi x A, Sections A2 through A6,
on a continuous basis nmay | ose their approval as a PTOB
aApproved PT Provider for all sanples.

A 9.1 PERI ODI C REVI EW OF PT PROVI DERS

The PTOB may at any tinme, review the performance of any
approved PT Provider against these standards—terns—and
contit+ons—of—both—-Appendix—A—-and—Appentix—B. Based upon
this review, the PTOB may deci dedetermne that the approval
status of a PT Provider be revoked, adjusted, limted, or
ot herwi se changed based upon failure to neet one or nore of
t he specified requirenents.
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B.3.0 STABI LI TY TESTI NG

The sanples used in the NELAC PT program nust te be verified
as stable for the period of each study. Therefore, the .
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C.0.0 PURPOSE, SCOPE, AND APPLI CABI LI TY

Thi s Appendi x defines the criteria to be used by any entity
whi ch seeks to participate as a Proficiency Test Provider in

| aboratory’ s NELAP accreditation status. PT acceptance
limts and pass/fail criteria are established on a Program

mat ri x- analvte baS|s according—toPFHit+elds—oftesting-

w«: arao AaA ard Chan
IIL:IC!.ICUCIIICUIIIMC‘.}J

C1l1 ANALYTE ACCEPTANCE LIM T CATEGORI ES

Acceptance limts are separated into three categories.
Results for analytes with acceptance |imts determ ned as
described in Sections C.1.1.1 and C 1.1.2 will be used in
the determ nation of a |aboratory’s Program matri x-anal yte
PHi+eld—of—Festing pass/fail evaluation. Results for

anal ytes with acceptance limts determ ned as described in
Section C.1.1.3 will not be used as part of the PFFretd—-of
Fest+ng Programmatri x-anal yte pass/fail eval uation.

C1l12 Anal ytes with acceptance limts derived from
regressi on equations established by the PTOB and

approvet—by—the—NELAC

When EPA Programregul ati on or gui dance for establishing
acceptance criteria are not avail able Proficiency Test

proficiency testing providers, commercial and non-profit
organi zations, wll be used to establish the equations. Al
regression equations will be approved by the PTOB NEEAE
prior to use by a PTOB Approved PT provider. For these
anal ytes, the PT Provider shall use the sanple s validated
target value and said equations to determ ne the nean and

standard devi ati on. Fhe—r+egresston——eguations—shat—be
g I I - g
concentratt-on—+ange—
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C.1.1.3 Analytes w thout pronul gated acceptance limts or
EPA est abl i shed regressi on equations, i.e.,
“Experinmental Data”

For those analytes not included in categories C. 1.1.1 or
C1.1.2, e.g., neWy regulated anal ytes, or analytes in a

the one-year period shall be referred to as "experi nental
data". NEEACW-th—the—asststance—ef—tIhe Proficiency
Testing Oversight Body, will derive regression equations to
be used to establish acceptance limts for analytes in the
experinmental category after sufficient data have been
collected. The |aboratory will receive a copy of its own
experinmental data fromthe PT Provider at the conclusion of
the PT study.

C.3.0 “NOT ACCEPTABLE” PT RESULTS FOR POTABLE WATER
NON- POTABLE WATER AND HAZARDOUS WASTE PT SAMPLES

A laboratory’s result for any analyte is considered
unacceptable if it neets any of the following criteria:

c) The lab reports a result of “Not Detected”, (or simlar
indication of no detection), for an analyte present in
the PT sanple (i.e., a false negative);

C. 4.0 ADDI TI ONAL REQUI REMENTS FOR PT PROVI DERS

PT Providers shall examine all data sets for binoda
di stribution and/or situations where results froma given

reviewed annually by the NELAC Standing Commttee for
Proficiency Testing in conjunction with the EPA and the PTOB
for the purpose of revising existing and establishing new

I i near regression equations.

C5.3 PROMULGATED EPA PASS/ FAIL CRI TERI A

In all cases, pronul gated EPA pass/fail criteria, e.g.,
drinking water volatiles as listed in 40 CFR 141.61(a),
subsection (M (1), wll be used as NELAC PT pass/fai

criteria as applicable. The criteria described in the
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feHewtng Sections 5.4 ang—5-"5 shall be used in the
absence of pronul gated EPA pass/fail guidelines.

€-5-5—PASSHFAH—CRHERFATFERNON-+-NTFERDERPENBENT—ANALYTE
PH—SAMPLES-
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D.1.0 TECHNI CAL AND ADM NI STRATI VE QUALI FI CATI ONS

The PTOB shall denonstrate to NEEAP NELAC by the subm ssion
of a current Statenent of Qualifications that it has the
techni cal expertise, admnistrative capacity, and financi al

D 2.3 Fi nal Report Subm ttal NELAP and the PT Provider

No |later than ninety (90) days after the conpletion date of

i nspection, the PTOB shall submt to NELAP and to the
Provider a final report that includes the PTOB s fi nal

i nspection report, the Provider’s response to the inspection
report, and the review of the initial application with
associ at ed docunents. The report shall also include the
PTOB' s determ nation of whether the PT Provider is approved
to provide NELAC sanples. As part of the initial application
process., the PT Provider will sign a waiver pernmitting the
PTOB to rel ease to NELAP non-confidential business
informati on as necessary in the final report.




